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BaroSense A CErM Stapler and Cartridge
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General Information

Criteria Information

Trade Name ACETM Stapler

(Note: the trademark name is still being finalized
and may change from that listed above)

Product Name ACE Stapler and Cartridge

Catalog/Model Number F0084 ACE Stapler Reusable Handle
F0085 ACE Stapler Head

F0087 ACE Stapler Cartridge

Common Name surgical stapler and cartridge

Classification 21 CFR 876.1500- Endoscope and Accessories;
Class 11; Product code: OCW

510(k) Owner BaroSense, Inc.
250 Chesapeake Drive

Redwood City CA 94063

Contact Person Sheila Stevens, PhD

Director Clinical and Regulatory Affairs
BaroSense, Inc.

sstevensd)barosense.com
650-362-6016 (phone) 650-362-0070 (fax)

Summary of Substantial Equivalence

The BaroSense, Inc., ACE Stapler and Cartridge (component models F0084, F0085
and F0086) are substantially equivalent to the BaroSense ACE Stapler and Cartridge
(component models F0031I and F0007).

Date: March 22, 2011
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Predicate Devices

Mnufcue Predicate device, 510(kf)

BaroSense, Inc. ACE Stapler, model F0031 K082044
Redwood City, CA ACE Stapler Cartridge, model F0007

Device Description

The ACETM Stapler is a surgical stapler used in hospitals or surgery centers for staple
closure on the wall of the stomach or gastrointestinal tract.

The single-patient-use, disposable stapler head is supplied non-sterile and is fitted
with a sterile, single-use staple cartridge. The stapler head is attached to a reusable,
flexible stapler handle that controls the position and articulation of the stapler head.
In use, the stapler is introduced into the patient through the mouth. A flexible
endoscope passes through the stapler for gastric tissue visualization. The stapler
works in conjunction with a vacuum pump to create a plication [tissue fold] in the GI
tract, which. is then compressed. The stapler then places a double, circular row of
titanium staples. A non-absorbable ring helps reinforce the staple placement in the
tissue. The tissue compression and stapling functions are controlled by commercially
available inflation syringes.

The stapler may be introduced over a guidewire. If multiple plications are required,
an endogastric overtube may be used to protect the esophageal tissues during repeated
insertions of the device. The guidewire, overtube, flexible endoscope, vacuum pump
and inflation syringes used with the stapler are all commercially available medical
devices, not the subj ect of this 5 1 0(k), and are not supplied with the stapler.

The predicate device has identical technological characteristics. However, the
predicate stapler device is provided as a single-patient-use, non-sterile, disposable
unit. The predicate device is introduced through an overtube, as it does not include a
membrane designed for guidewire introduction.

Indications for Use

The BaroSense ACE Stapler is indicated for endoluminal trans-oral tissue
approximation and ligation in the gastrointestinal tract.

Bench/A nimal Testing

All patient contacting components of the ACE Stapler are composed of materials of
known biocompatibility tested to the requirements of ISO 10993. The safety and
effectiveness of the device was further established through a series of bench and
animal tests. All testing yielded acceptable results.
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Hearth and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be iled in by applicant)

This report and the Summary Report Table are to be completed by the applicantwhen submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
[I Traditional special FLAbbreted

STANDARD TITLEI

ISO 11137-1:2006 Sterilization of Health Card Products - Radiation- Part 1:

Plealse answer the following questions Yes No

Is this standard recognized by FDA ' i ........ I.......... ....I...... ..... .... l
FDA Recognition number3  .............................. ............. _. ..... .. ...# 14-297

Was a third party laboratory responsible for testing conformity of the device to this standard Identified
in the510(k)?..............................................I.......................... ................ ............ F
Is a summary report 4l describing the extent of conformance of the standard used included In the
510(k)? .... .. ... .. .... .... ... ... .... .. ... .. .. .. ... ... . .... .. .i.... .. .... .
If no, complete a summary report table.

Does the test data for this device demionstrate conformity to the requirements of this standard as it
peitains to this device? ............................................. -..................... .. ................. 0
Does this standard include acceptance criteria? .................................................... ~ F l
If no, includea the results of testi ng In the 51 0(k).

Does this standard Include more than one option or selection of tests' ....-............. -..............L
If yes, report options selected in the summary report tabie.

Were there any deviations or adaptations made in the use of the standard? ...... ........ 0......
If yes, were deviations in accordance with the FDA supplemental information sheet (818)9 ........ El i1
Were deviations or adaptations made beyond what is specified in the FDA 318' .............. F... l 0
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions fmom the standard?9 ....................... . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . L0
If yes, report these exclusions in the summary report tabie.

Is there an FDA guidance6 that is associated with this standard'. ......... .................... E
If yes, was the guidance document followed in preparation of this 5100-......... .......................F FL1:
Title of guidance:

I The formatting convention for the tlui Is: ISDO] [numei Iielr "erufcitlbn body Involved in conformance assessment to this
[tUe of standard) Idaho of publication] standard. The summary report Includes information on all standards

rAuthoriy 121 USC.,3610,1, w'wv.fdaflov/crinsldspfrogtml utilized during the development of the device.
3httpJllwwaccesdetafdo GovfscripaodrhvordocerlofStandafrs: 0The supplemental information stheet SIS) Is additional information
seerch.c, whit is necessary before FDA racognicas fine standard. Found at

4 The summary report should include any adaptations used to adapt hllpJ1. w~4acsdate.fdagov/scirts/,ndhcdccSlanlard,
to the device under review (for example, alternative lest methods); searct,.cfm
choices made when options or a selection of methods are described; IThe online search for CDRH Guidance Documents cn be found at
deviations from, the standard; requiremins not applicable to the www'.fdagovichlguidartce.Mlnt
device; end Uhe name and addren of the lest laboratory or.
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Form Appind: Ova No. 091D-0123; Expiration Dote: 8131110

Department of Health and Human Services
Food and Drag Administration

STANDARDS DATA REPORT FOR 51O(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed bry the applcant when submitting a 510(k) thai refer-

coicos a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPEOF 510(K) SUBMISSION
5 Traditonal Specia 5 Abbreviated

S-ANDARD TITLE'

ISO H1137-2:2006 Sterilization of Health Cfee Products - Radiation- Part 2:

Please answer thre following questions Ys No,

Isthis standard recognized by FDA 2
1 .................................. .............. -.......... . 0 El.

FDA Recognition numbers3 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ........................... . ... I 14-225

Was a third party laboratory responsible for testing conformity of the device to this standard identified

in the 51G(k)?.......... .............. . .......................................................... ..... 1

Is a summary reports describing the extent of conformance of the standard used included in the-
610(k)?9 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ....... ....... ............--- . . . . . . . . . . . . . . . . . . . .  . . . . . . . .

it no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains to this dievice9 . . . .. . . . . . . . . . . . . . . . . . . . . . . . . . . . . ... .....r. .. ... . . . . . . . . . . . . . . ... 0..........

Does this standard include acceptance criteria? ..... .......... ..... ......... rj n

If no, include the results of te sting In the 5 10(k).

Does this standard i nclude more than one o ption or selection of tests9 ............ . . . . . . . . . . . . . . . . . . . . . . E
If yes, report options Selected in the Summary report table.

Were there any devIat ions or adaptations made In the use of the standard? ............... 0......
if yes, were deviations in accordance with the FDA supplemental Information sheet (51S)5?.......... l E

Were deviations or adaptations made beyond what Is specified in the FDA SlS? ................... --......

If yes, report these deviations or adaptations in the summary report table.

*Were there any exclusions from the standard?......................... ............................... E
If yes. report these exclusions in the summary report table.

rI trei art FDA guidanoc' that is associated with this standard9 . . . . . . . . . . . . . . . . . . . . . . . . . . ... .......... El V
If yes, was the guidance document followed in preparation Of this 510Ok 9 0...................... El l

Title of guidance: ___________

I'Thte lorttig corntontisi, tor the bad is: (S00] (nuri~c Identiflor couiIiatuon Wrd/ mirwld in cotormonce ,aa,,amdml to tti,

[five of stardard] [dote of publicatiot] standard. rhe sunmmary rert clkides info-mation en III standards

2 ithorlty 121 U.8 C0. w, ,ld.govicdWstuSro9.hf taiizd during tie development of the dwevis

IbttpJ~wY.aCCOtsdt.df~gOVstriptslcdtddes/1sard'St IThe suapitettutal lhformatior shoot (tSI) I. additional rii,tnat,

srsochscfn t ~ hich I. neceary~v batr FDA recogrire he standstill Found at

ATip summary report oaouki Include: any adaptationls used to adept Itlnrtadt~d.,/0O$Cr~d~'frtd~5

to thre device under revew (to, esnpe, alerenative tait metods ' search dim

coloss mae wrien optourt or a b*ItlI!u of nethodisar dsctribd; 'lThi nrdlns ssarch or CDRH Guidance Cocuments can De found at
deiations from te standard; recuiraertoi not picabl. to U. wfd.oodhgonellt

devties; arnd the nae and! oddroco of e test abotaar or
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Form Approved: OMB No. 0910-0120; Expiration Date: M13V110

Depaituerit of Health arid Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(ro be flled In by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 51 0(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 51 0(k).

TYPE OF 5 10(K) SUBMISSION
5Traditional Z Special 0 Abbreviated

STANDARD TITLE 1

10993-1:2009 Biological evaluation of medical devices -- Part 1:Evaluation and testing (Biocnmpatihilitv)

Please answer the following questions Yes No

Is this standard recognized by FDA'2 ?........... ............................ I............. ...... ...... U..... Z E
FDA Recognition number 3 . . . . . . . . . . . . . . . . . . . . . . . . . .... . . . . . . . . . . . . . . . . . . . . . . . . . .... .... .. ...... ..... 2-156

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)?.................... .............................................. ...... ........... ......... ii
Is a summary report 4 describing the extent of conformance of the standard used included in the
5 1(5 -.. .. ... ..-1.. .. ... ... .. ... ... .. .. ... ..... .. ..... .. .. I.... .0... .. .. ...I... ... (0
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains h s e ic ? ............-.to........this............device..........................

Does this standard include acceptance criteria? ...................................... I ...
if no. include the results of testing in the 5 10(k).

Does this standard include more than one option or selection of tests? ... ............................. [7] 0
If yes, report options selected In the summary report table.

Were there any deviations or adaptations made in the use of the standard? ......... ........
If yes, were deviations in accordance with the FDA supplemental information sheet ISIS)7 5 ? ....... CE
Were deviations or adaptations made beyond what is specified in the FDA SlS? ........... .... 0El
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ......--......................... .............. I ............
If yes, report these exclusions in the summary report table.

Is there an FDA guidance0 that is associated with this standard? ............................ ........... ...
If yes, was the guidance document followed in preparation of this 510k? ................................. 5 E 5E
Title of guidance: __________________________

'The formatting convention tar the tmlt IS: 18001 lrnineric Identifier) cortificaton body involved in conformance assessment to tis(tire ci Standard) (date of publication) standard. The Summary repoert includes information an all standards
2 Authority (21 US.c. 36Cd3, wwrd.gov/cdrhlstdsproghtml Utilized during the deveicpnhent ofithe device.
)hitp:IfvAv.accessdara.rda.gov/scriptscrdjh/cndocscrStap~ardJ 5The Supplemental Information sheet (Is) Is additional Information
searchcm .hich Is necessary before FDA recolaies the standard. Found at

4The summary report shouldhincide: any adaptations used to adept hatnMw.accessdafdi gov/scriptsmcdrhlcrdocs/cfSterdards
to the device under review, (iorn eample, asternailhe test methods) seanthodr
choices nies when options or a selection of methods are described; 0The online search for CORN Guidance Documents can be found at
deviations fronm tire standard: requirements not applicable to thre we.!dagovcdrh/guidancorretn
d evice; and thre name and addiress of the test laboratory or

FORM FDA 3654 (9107) Page 1 5CtelotJseEF
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4 DEPARTMENT OF HEALTH & HUMAN SERVICES

11A Food and Drug Administration
10903 New Hampshire Avenue
Docurnent Mail Center - W066-060
Silver Spring. MD 20993-0002

Sheila S. Stevens, Ph.D.
Director, Clinical and Regulatory Affairs
BaroSense, Inc.
250 Chesapeake Drive ~m
REDWOOD CITY CA 94063

Re: KI 10829
Trade/Device Name: ACE Stapler and Cartridge, Models F0084, -85 and -86
Regulation Number: 21 CER §876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: 11
Product Code: OCW
Dated: April 28, 2011
Received: May 6, 2011

Dear Dr. Stevens:

We have reviewed your Section 5 10(k) premarket notification of intent to rmarket the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for animal registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against mnisbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or-class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or hny Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR Part
807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-related



Page 2

adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in the
quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 53 1-542 of the Act); 21 CER 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda. gov/AboutFDA/CenitersOffices/CDRI-I/CDRI-l0ffices/ucm 115809 .htm for
the Center for Devices and Radiological Health's (CDRI-1's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://www.fda~gov/MedicalDevices/Safety/ReportaProblem/defauilt.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.g~ov/MedicalDevices/ResourcesforYou1/Industrv/default.htm.

Sincerely yours,

M.D. Dieco (Acting)
Division of Reproductive, Gastro-Renal

and Urological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



II. Statement of Indications for Use

510(k) Number (if known): /y

Device Name: ACETM Stapler and Cartridge

Indications for Use: The BaroSense ACE Stapler and Cartridge are indicated for
endoluminal trans-oral tissue approximation and ligation in the gastrointestinal tract.

Prescription Use __X AN/R Over-The-Counter Use ____

(Part 21 CER 801 Subpart D) AN/R(21 CFR 801 Subpart C)

Concurrjence of DRH, Office of Device Evaluation (ODE)

Z , Page 1 of 1

(Division Sign-off)
Division of Reproducuv, Gastro-Renal and
UrolOgical Device
510(k) Nuber_______
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